U.S. Commercial Service

Brazil

ZIKA VIRUS

1) COMMERCIAL FAQS RELATED TO ZIKA VIRUS

2) RESOURCES AND INFORMATION ON THE ANVISA REGISTRATION PROCESS AND
REGULATIONS

3) COMPANIES SPECIALIZED IN ANVISA PRODUCT REGISTRATION

4) COMPANIES AND AGENCIES SPECIALIZED IN CUSTOMS BROKERS

5) 3RP U.S. HEALTH IT TRADE MISSION TO BRAZIL INFORMATION

6) CONTACTS AT U.S. COMMERCIAL SERVICE

1) COMMERCIAL FAQS RELATED TO ZIKA VIRUS
1. How are health and sanitary related products regulated and approved in Brazil?

The Brazilian Ministry of Health regulates all products that affect the human body, including
pharmaceuticals, vitamins, cosmetics, repellants and medical diagnostic equipment and devices through
the National Agency for Sanitary Surveillance (ANVISA), FDA’s counterpart. Such products can only be
imported and sold in Brazil if the foreign company appoints a Brazilian distributor who is authorized by
the ANVISA to import and distribute medical products, or the foreign company establishes a local
Brazilian manufacturing unit or local office. In addition, these products must first be registered with
ANVISA via one of the aforementioned ANVISA approved entities. Due to extensive, complex and
frequent changes in regulations, U.S. companies may also consider working with companies specialized
in the ANVISA product registration process see some offices specialized in registration of products.

2. Does ANVISA (FDA counterpart) have a streamlined process to review and approve products
for commercial sale into Brazil?

The ANVISA registration and market approval process can take anywhere from 45 to days to 24 months
depending on the type of product. However, ANVISA recently announced that it would prioritize the
technical analysis of product registration requests for products, which have applications for preventing,
treating and combatting the Zika virus, e.g., repellents, diagnostics and vaccines. U.S. exporters will need
to work with a legally established Brazilian entity and should indicate that the product has an application
for the Zika virus. U.S. companies may also consider working with companies specialized in the ANVISA
product registration process.

3. How long does it take to clear equipment at customs?



The Brazilian customs clearing process depends on several factors but varies from five to twenty days.
Some key factors that affect the clearance process are the type of product, the required import licenses
and the location of importation (port, airport).

4. Can the U.S. Government assist with clearing customs?

The Brazilian government has established by law the customs clearing process, which is managed by
Brazilian Customs, a government entity that is part of the Brazilian Internal Revenue Service (Receita
Federal). Therefore, the U.S. Government does not get involved in the customs clearing process (USG
may request that the GOB assist in clearing customs of products from the U.S. under very extenuating
circumstances). There are many accredited customs brokers and agents that can assist U.S. companies
with the customs clearance process in Brazil. Please see list below.

5. Is there an expedited process to clear customs?

It is possible that specific products under unique circumstances may be given a priority review for
customs clearance. In some cases, ANVISA and the Brazilian Internal Revenue Service may prioritize
custom clearance through a petition from the Brazilian representative of the imported product to
ANVISA and the Internal Revenue Service.

6. How can I sell my product to the Brazilian Government?

The law 8.666/93 established a regulatory framework for the Brazilian Government procurement
process. The standard model used for international biddings is a competitive bidding process
(“concorréncia"), in which the lowest bid is given preference over all other suppliers’ bids. All documents
must be authenticated by the Brazilian Consulate and translated by a Brazilian accredited translator.
Foreign companies must have a Brazilian legal representative that has power of attorney and is legally
liable and responsible for the company. For more details on the federal procurement law, please see
http://www.planalto.gov.br/ccivil 03/leis/L8666cons.htm

7. Can the U.S. Government assist in bringing specific products to the attention of Brazilian
government officials?

The U.S. Commercial Service at the U.S. Embassy in Brazil has a number of services that U.S. companies
can use to promote their products and services to the Brazilian Government. The following are just a
few examples of services offered to U.S. companies: Commercial Advocacy, identification and
qualification of key decision makers and scheduling of appointments with government officials. For full
details on U.S. Commercial Service offerings in Brazil please visit
http://export.gov/brazil/ourservices/index.asp

8. How can | sell my products to the Rio Olympic Committee?


http://www.planalto.gov.br/ccivil_03/leis/L8666cons.htm
http://export.gov/brazil/ourservices/index.asp

To participate in the Olympic Organizing Committee tenders for the Rio Olympics U.S companies must
do the following:

1) Pre-register at the Rio 2016™ procurement link:
http://portaldesuprimentos.rio2016.com/en/registration/

2) Register at website: http://portaldesuprimentos.rio2016.com/en/
Current tenders are located on the procurement page, under the title “Suppliers Portal Status of the
Bids”, at: http://portaldesuprimentos.rio2016.com/en/status-of-the-bids/.

For further information, please contact:

Patrick Levy, Business Development Specialist
U.S. Consulate General, Rio de Janeiro
+55213823-2413

patrick.levy@trade.gov

9. What has Brazil done to date to address the outbreak?

The Brazilian Government (GOB) has allocated 12 billion Brazilian Reais (USS 3.15 billion) to combat the
Zika virus outbreak and has developed the National Plan in the Fight against Aedes aegypti and
Microcephaly. The Plan includes the following objectives:

e Coordinate efforts among several Federal Ministries in partnership with state and municipal
governments.

Inform citizen through communication blitz: December 2015 to June 2016.

Inspect all households and public and private urban facilities by February 2016.

Intensify mosquito control visits through bi-monthly home inspections.

Mobilize for the combat against the Aedes aegypti mosquito.

e Provide medical care for citizens infected with the virus and treatment for microcephaly.

e Conduct research, technology development and education.

To date, the GOB has sent trained teams out to the affected regions to assist in the fight against the
outbreak, formed working groups to study Microcephaly cases and engaged in information exchanges
with the WHO and the PAHO. The GOB has also deployed 220,000 military troops in the combat against
the Aedes aegypti mosquito.

The U.S. Government is committed to working with the Government of Brazil to engage in close
scientific and public health collaborations to better understand Zika and to expedite the research and
development of diagnostics, vaccines, treatments, and vector control techniques. As part of this effort,
a delegation of six senior health officials from the U.S. Department of Health and Human Services (HHS)
met with their Brazilian counterparts to discuss potential collaboration on epidemiology, surveillance,
clinical assessment, maternal health and child development, vector control aspects of Zika, and studies
of possible links between Zika and microcephaly and Zika and Guillain-Barre Syndrome. The delegation


http://portaldesuprimentos.rio2016.com/en/registration/
http://portaldesuprimentos.rio2016.com/en/#_blank
http://portaldesuprimentos.rio2016.com/en/status-of-the-bids/#_blank
mailto:patrick.levy@trade.gov

was led by HHS Assistant Secretary for Global Affairs Ambassador Jimmy Kolker and included senior
officials from the Centers for Disease Control and Prevention (CDC), the National Institutes of Health
(NIH), the Food and Drug Administration (FDA), and the Biomedical Advanced Research and
Development Authority (BARDA).

You can access the National Plan against the Zika Virus here: http://combateaedes.saude.gov.br/plano-
nacional

10. Where can | find more information?
Please see below for additional resources and information.
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2) RESOURCES AND INFORMATION ON THE ANVISA REGISTRATION PROCESS AND REGULATIONS

ANVISA Website Information

a. Medication

FAQs about registration of medications

Registration of medications

Medication registration related documents required

b. Vaccines / Biological Products

Medication/Biological Products (Vaccines)

FAQs for Biological Products Registration

c. Insecticides

Information on Toxicology (Encompass Insecticides)

Required information for registration of insecticide

FAQs on the use of insecticide

d. In Vitro Diagnostics

In Vitro Diagnostics Products (Diagnoses from Human Samples Products)

In Vitro Diagnostics Products Importer and Manufacturer Orientation



http://combateaedes.saude.gov.br/plano-nacional
http://combateaedes.saude.gov.br/plano-nacional
http://portal.anvisa.gov.br/wps/content/anvisa+portal/anvisa/perguntas+frequentes/medicamentos/5605d68040506e89a8c8a889c90d54b4
http://www.anvisa.gov.br/medicamentos/registro/novo.htm
http://www.anvisa.gov.br/medicamentos/registro/doc_novo.htm
http://portal.anvisa.gov.br/wps/content/Anvisa+Portal/Anvisa/Inicio/Medicamentos/Assunto+de+Interesse/Produtos+Biologicos
http://portal.anvisa.gov.br/wps/wcm/connect/c4cbcc80451c575db39ff72509f95874/Proposta+FAQ_Tela3_1.pdf?MOD=AJPERES
http://portal.anvisa.gov.br/wps/content/Anvisa+Portal/Anvisa/Inicio/Agrotoxicos+e+Toxicologia/Assuntos+de+Interesse/Publicacoes/Manual+de+Procedimentos+para+Analise+Toxicologica
http://portal.anvisa.gov.br/wps/portal/anvisa/anvisa/home/agrotoxicotoxicologia/!ut/p/c5/rY_NlqIwEEafxQdoE0FCWAYViJgofxHYcMC2EQFFUUCevj1nVrOYnk1_d1l16tYHYvDmknZFnj6K6yWtQAhilCxMYs3VDYQQ6QtITYUjxdlCU0ZgD0I4T7zzq6FjObpnONiPs7vjGenZ0th4o8HZXbC2HLgHnwNfMuj50cj9qIdYmwnDWZEtofAZTN6uCCXwHyHwv5_EP2zArfRn_sP9CMRqIkwJW7Y5g1tbWkK64s6aMAtyMQf-L3b922WuVf3t8i1jCw3ZE_KvutYgLrJ62h_qKZxiZYaxhmRNQ4qGkAz2fiQNy5blqxVPTs6rzbMqG_KXYBf3-qwgabyDflJPmzJRtDRrYItmFwkP9df1FhRqlqpdd5wra-TCS0ZxyKQmtsOq3ZGOPh3xsPYB3ePxbNBj9KHoh9eN1jeH-1KsBp9svJXK49N28gOKTmGgCs8V9Uj7zVClWblL6-HO_YVcSFVGz01v8HtifFETBw9WibGv2Tq2ha4v3bLA3ceNDLvw3rUkr6yycSYTwK1rfQRN3W2Qi2dv5JxMJt8zdzy5/?1dmy&urile=wcm%3apath%3a/anvisa+portal/anvisa/inicio/agrotoxicos+e+toxicologia/publicacao+agrotoxico+toxicologia/produtos+destinados+a+higienizacao+tratamento+de+agua+e+ao+uso+em+campanhas+de+saude+publica
http://portal.anvisa.gov.br/wps/content/anvisa+portal/anvisa/sala+de+imprensa/menu+-+noticias+anos/2015/repelentes+e+inseticidas+perguntas+e+respostas
http://portal.anvisa.gov.br/wps/content/Anvisa+Portal/Anvisa/Inicio/Produtos+para+a+Saude/Assunto+de+Interesse/Tipos+de+Produto/Produtos+Diagnosticos+in+vitro
http://portal.anvisa.gov.br/wps/wcm/connect/86d35d004a5cae7db75af7005998793d/Orientacao+aos+fabricantes+e+importadores+de+instrumentos+para+diagnostico+in+vitro.pdf?MOD=AJPERES

In Vitro Diagnostics Products Regularization Guide

e. Repellants

Grade 2 Cosmetic List (repellants are #51)

Cosmetic Safety Resource Guide

RESOLUTION - RDC N2 4, January 30, 2014: Technical Requirements Resolution for Cosmetics

f. Active Pharmaceutical Ingredients

Active Pharmaceutical Ingredients Registration information

Registration procedures for Active Pharmaceutical Ingredients

g. ANVISA Import Information
ANVISA - Imports of products subject to sanitary control

Resolution RDC n? 81, November 5, 2008: This document provides information on Brazilian health
surveillance technical regulations for imported products
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Private Sector Website Resources

Detailed information on regulations and registration process:
http://www.emergogroup.com/resources/regulations-brazil

http://www.emergogroup.com/search/gss/anvisa

Brazilian Chamber for In Vitro Diagnostics Products - CBDL:
http://www.cbdl.com.br/

Brazilian Association for cleaning products - ABIPLA
http://www.abipla.org.br/novo

Brazilian Association for Cosmetics and Personal Hygiene Products - ABIHPEC
https://www.abihpec.org.br/

Brazilian Association for Medical, Dental and Laboratorial Equipment ABIMO:
http://abimo.org.br/



http://portal.anvisa.gov.br/wps/wcm/connect/95db92804abc86a5b3f7b7f9c6266aed/Manual+de+Regularizacao+de+IVDs+-+2015.pdf?MOD=AJPERES
http://portal.anvisa.gov.br/wps/content/Anvisa+Portal/Anvisa/Inicio/Cosmeticos/Assuntos+de+Interesse/O+que+e+cosmetico/Lista+de+Tipos+de+Produtos+de+Grau+2
http://portal.anvisa.gov.br/wps/wcm/connect/92f15c004e219a73a96dbbc09d49251b/Guia_cosmeticos_grafica_final.pdf?MOD=AJPERES
http://portal.anvisa.gov.br/wps/wcm/connect/3535d000430326158ca0af348b3626d1/Resolu%C3%A7%C3%A3o+RDC+n%C2%BA+4%2C+de+30+de+janeiro+de+2014.pdf?MOD=AJPERES
http://portal.anvisa.gov.br/wps/portal/anvisa/anvisa/home/insumosfarmaceuticos/!ut/p/c5/rY_JkptAEES_RR8w6qKBpjkilqZZWgJkD3AhEFZISKyBRwx8_cjhs-XLZB4rq14lytHTXfmoL-Xvuu_KBqUoJ4UfuZwBYJ06vgI80kJJsWUMPqB3lIJSJLdl4Ot9jW9azMMfsIg1m0PLEckqwuROpNCyYYIZG9GQec1Usrwb1LUf_Qs31KvUjpfN5snKSAH_kAH__ST_kzCZ4Spa8NwgOxM4UwVRoz3AHv-dv7ifoVwrfjJMXZ9JwDxtB9w-us4eHPmYADp-Y9fXLPytLA_l9andzlW7hS0QXddUnRKqayBj9O5V1ac18dmyrXjUEkui2crmKWGLaEKs2M3AlbqRklOvl8NDf2vDA_010i4KrfPbcjwcAqedTdxlvSmRyFfunijKOb4HMQmu9Lxbq4OeWmotxAL7JDWK2TvXmtWnzceKO_Pa9N2NTN7ITzKjUSWZU4WRcPv2jIb2EZCYSk_LF2Oz-QLmV4X2/?1dmy&urile=wcm%3apath%3a/anvisa+portal/anvisa/inicio/insumos+farmaceuticos/assuntos+de+interesse/registro+de+insumos+farmaceuticos+ativos/registro+de+insumos+farmaceuticos+ativos
http://portal.anvisa.gov.br/wps/wcm/connect/e26171004ba58ce885318d1db437e55b/Perguntas+Frequentes+Final+-+jan2016.pdf?MOD=AJPERES
http://portal.anvisa.gov.br/wps/content/Anvisa+Portal/Anvisa/Inicio/Portos+Aeroportos+e+Fronteiras/Assunto+de+Interesse/Importacao
http://e-legis.anvisa.gov.br/leisref/public/showAct.php?id=20313&word=
http://portal.anvisa.gov.br/wps/wcm/connect/02dd8800474597549fd3df3fbc4c6735/RDC+no++81+2008.pdf?MOD=AJPERES
http://portal.anvisa.gov.br/wps/wcm/connect/02dd8800474597549fd3df3fbc4c6735/RDC+no++81+2008.pdf?MOD=AJPERES
http://www.emergogroup.com/resources/regulations-brazil
http://www.emergogroup.com/search/gss/anvisa
http://www.cbdl.com.br/
http://www.abipla.org.br/novo
http://abimo.org.br/
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3) COMPANIES SPECIALIZED IN ANVISA PRODUCT REGISTRATION
(Disclaimer: this list is not an endorsement or recommendation but rather a non-exhaustive list of
companies specialized in these activities that the U.S. Commercial Service is aware of.)

Bastos Tigre Associados (Sao Paulo)
Luciano Campeado, Associated Lawyer.
luciano@bastostigre.adv.br

+5511 3067 3414

Emergo Group (Sao Paulo/Brasilia)
Marcelo Brisolla, Managing Director Brazil.
mb@emergogroup.com

Office +55 61 3386-3166

Latini & Associados (Sao Paulo)
Roberto C. Latini, Director

+55 11 5090-5080
rlatini@latini.com.br

Skype: robertoclatini

Vera Rosas (Sao Paulo)

+55 11 3280-9397
comercial@verarosas.com.br
www.verarosasregistro.com.br

Return to TOP

4) COMPANIES AND AGENCIES SPECIALIZED IN CUSTOMS BROKERS (Disclaimer: this list is
not an endorsement or recommendation but rather a non-exhaustive list of companies
specialized in these activities that the U.S. Commercial Service is aware of.)

TECIMPORTS

Alexandre de Souza Rego, Foreign Trade Department
+55 11 3809-6870

alexandre@tecimports.com

www.tecimports.com

Thomaz Comissaria
Walter Thomaz
+55113331-2144


mailto:luciano@bastostigre.adv.br
mailto:mb@emergogroup.com
mailto:rlatini@latini.com.br
http://www.verarosasregistro.com.br/
mailto:alexandre@tecimports.com
http://www.tecimports.com/

walterjr@thomazcomissaria.com.br
www.thomazcomissaria.com.br

Deicmar — Servigos Logisticos
Paulo Games, Integrated Logistics
+55 13 3131-1068
paulo.games@deicmar.com
www.deicmar.com

XPO Group
+55 11 2359-2318
www.xpolog.com.br

Logger Cargo
+55-11-2506-4180
www.logercargo.com.br

Return to TOP
5) 3RD U.S. HEALTH IT TRADE MISSION TO BRAZIL INFORMATION

The U.S. Commercial Service is organizing the 3" U.S. Health IT Trade Mission to Brazil, on September
26 to 30, 2016. This event will be held in S3o Paulo and Recife, to discuss the transformation of the
healthcare environment in Brazil. Seminars, roundtables, networking receptions, tours to largest
hospitals and the opportunity to meet thought leaders, CIOs, representatives of the public and private
entities. For further information, please visit the website:
http://export.gov/brazil/industryhighlights/healthit/index.asp
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6) CONTACTS AT THE U.S. COMMERCIAL SERVICE
For further information, please contact the U.S. Commercial Service in Brazil:
Everett Wakai

Commercial Officer/Standards Officer for South America
+ 5511 3250-5402 / everett.wakai@trade.gov

Jefferson Oliveira
Senior Business Development Specialist/ Life Sciences and Healthcare Industries
+ 55 11 3250-5136 / jefferson.oliveira@trade.gov

7)



mailto:bruna.silva@deicmar.com
http://www.deicmar.com/
http://www.xpolog.com.br/
http://www.logercargo.com.br/
http://export.gov/brazil/industryhighlights/healthit/index.asp
mailto:/miguel.hernandez@trade.gov
mailto:/miguel.hernandez@trade.gov
mailto:jefferson.oliveira@trade.gov

